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- Trre MfijUNG DA)"E of this communication mppvwrs on <te cover shoot w/fr(h9 cvrrttpondBncm ftctthzss ~ 
Period for RGply 

A SHORTENED STATUTORY PERfOD FOR F£PLY IS SET TO EXPIRE J MONTWS) FROM 
THE MAILING DATE OF' THIS COMMUNfCATlON. 

sttef SIX [Ej MONTHS ir^ihom^rftfPof«fto™iimSs»^ ^ ^ r 

Status 

1 0 Responsive to corTrnunlcabon(s) fifed pn 10/28/03. , 
23® Tht$ action is FINAL. 2»)D ™s actaAe port-final. 

3) D Sfnce this application 15 fn condftfory feV^UowaRee^co^t for formal batters, ptt>secutlon as to the merit? fe 

closed h accorded With the practice under Ex parte Quayfe, 1935 C_D. 11, 453 O.G. Z13. 

Disposition of Claims 

4) S Cleirn(s) g>7g£ kfcre pending fn the application. 

*3) Of the above dafmfe) is/are wfihdrawn from consideration. 

5]D CfaimfaJ^^^Jfeiare allowed. 
6X2) Qaffnfa) reft?cfarf. 

7)n c^airp^)^_te/ore objected to, 

5) D Darm(s) afs subject to restriction lantf/or election requirement 

Application Papers 

9fD The. specification fc; otyecied to by Eh* Examiner. 

10JD The d/Bwrngts) filed on is/ere: *)□ accepted or bJD objected to by (he Examiner. 

Appftcant may not n*jue*t that arty ottfectom to the drawtngfe) be herd in abeyance. See 37 CPR i£5fry 
fceplacemerrt draw* 9 sheot(s) mcfudinfl <he correct is retired if the drw^rfs) is objected to. See 37 CPR 1 .121 (<jj 
11)D Tne oalh or declaration fe objected to by the Examiner, Note the attached OhTge Actfon or form FTO-15Z, 
Priority u nder 35 U.S.C. § 119 

12jn Acknowledgment D; made of a deim for fcreign priority under 35 U.S.C. § 1 l&faWd) Of ffl 
aOAir bO Some None of: 

1 >□ Certified cqMes of Ihe prronry documents have been roceived, 

2 'D Certin * d oF (he priority documents hove been mcstad in Apprfcefion No. . 

3.D Copies of ire certified copies of the priority documents have been received *i [hfe National Stage 
application irorn the [nfematfonal Bureau (PCT Rule 17.2(a)). 
* See the attached dcrfaflwJ Office action for © rfel of the certified copies not received. 
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Appiicatfon/Contfof Number 09/503.656 Pa ge 2 

Art Unit 1617 

The amendment filed October 28, 2003 has been received and entered Into the 

file. 

Applicant arguments filed October2B, 2003 have been tody considered but they 
are not deemed 10 be percussive. 

Applicant 1 * statement regarding those claims presented are incorrect. Applicants 
aver claims 86-9? are resented, ye* claims numbered 86-104 are presented. 

Claims 66-104 are presented for examination. 

Applicant'* election with traverse of group l|, cterm S in Paper No. 16 rs 
acknowledged. The traversal is on the ground(sj that are not sat forth . This is not 
found persuasive because traversal must factually based. Absent an identifiable reason 
for traversal, objections to the restriction are unconvincing. 

The requirement is still deemed proper and is therefore made FINAL 

Claims 86-104 wilf be examiner to the extent they read on the elected subject 
matter. 



The following is a quotation of the first paragraph of 35 U.S.C. § 1 12: 
The specification shall contain a written description of the invention, and of the 
manner a id process of making and using it fft such full, dear, concise, and exact 
terms as <o enable any person stilled in the art to which ft pertains!, or wrfh which 
it is most nearly connected , to make and use the same and shall set forth the 
best mod., contemplated by the inventor of carrying out his invention. 
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Application/Control Number 09/503,656 Pa g e g 

Art Unit; 1617 

The specification is objected to under 35 US.C. § 1 12. first paragraph as 'failing 
to adequately leach how to make and/or use the invention, and thereby failing to 
provide an en&bling disclosure. 

The insiant specification fails to provide Information that would allow the skilled 
artisan to pracice the instant invention without undue experimentation. Attention is 
directed to In r$ Wands. 8 USPQ2d 1400 (CAFC 1986) at 1<m where the court set 
forth the eight Factors to consider when assessing Ffa disclosure would have required 
undue experimentation. Citing Ex parte Forman. 230 USPQ 546 (BdApls 1986) at 547 
the court recited eight factors: 

1 ) the quantity of experimentation necessary, 

2) the amount of direction or guidance provided. 

3) the presence of absence of working examples, 

4) the nature of the invention. 

5) the sate of the prior art 

6) the Relative skill of those in the art 

7) the predictability of the art, and 

8) the b-esdth of the claims. 

Applicant fan, to set forth Ihe criteria that defines neither those disorders of the 
central nervous system possessing those symptomoloofes herein envisioned , nor those 
therapeutic 3 g*nfe to be employed - that block calcium intake channels on body cells", 
-substantially like nfrnodipine and felodipfne". -aid in the Inhibition of neural activity h the 
brain, substantially like gabatrif and bgabine, together with and analeptic drug to 

EXHIBIT B 
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Application/Control Number 09/503,656 P age 4 

Art Unit: 1617 

increase sensitivity of receptor neuron complexes", "provides Immune system 
equilibrium", "inhibits body actions that lead to Wood dotting", "acts as a chelating 
agent", or acts "to relieves at feast one symptom of psychosis". Additionally, Applicant 
fails to provide Information allowing the skilled artisan to ascertain these conditions, or 
compounds required to provide therapy for these conditions without undue 
experimentation, in the instant esse, only a fimted numbBr of disorders of the central 
nervous system are recited; additionally, scant guidance as to those agents useful to 
•block caleiU'-n Intake channels on body cells (2V". -aid in the Inhibition of neural activity 
in the brainf y, "provides immune system equilibrfum(2)\ "inhibits body actions that 
lead to btooc dotting(l y, «acts as a chelating agenl"(1 ). or acts -to relieves at least one 
symptom of |Jsycbosis(1 )" examples are set forth, thereby failing to provide sufficient 
working examples. Examiner notes Applicants daim all antiviral, antifungal and 
antibiotic dnjgs. for treating any disorder of the central nervous system, yet recite in the 
spedfication recite 2 antiviral compounds. 2 antifungal compounds and no antibiotic 
compounds. It is noted that these examples are neither exhaustive, nor define the dass 
of compounds required. The pharmaceutical art is unpredictable, requiring each 
embodiment to be individually assessed for physiological activity. The instant claims 
read on all disorders of the central nervous system, save cancer, all therapeutic agents 
that block cafdum intake channels on body cells 'aid in the inhibition of neural activity 
in the brain", -provfdes immune system equilibrium", "inhibits body actions met lead to 
blood dotting", "acts as a chelating agent", acts to relieves at least one symptom of 
psychosis", .in antiviral compound, an antifungal compound, or an antibiotic. 

EXHIBIT B 
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Application/Control Number: 09/503.656 Page 5 

Art Unit: 1617 

necessitating an exhaustive search for the embodiments suitable to practice the claimed 
invention. Applicants foil to provide information sufficient to practice the claimed 
invention, absent undue experimentation. 

Claims 96-104 are rejected under 35 U.S.C § 112. first paragraph, for the 
reasons set forlh in the objection to the specification. 

Claims 66-104 are rejected under 35 U-S.C. § 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the sub/ect matter whjch 
applicant reganfe as the invention. 

Claims £5-104 are rendered indefinite by the phrases 'a disorder of the central 
nervous system" possessing those symptoms herein envisioned, drugs "that block 
calcium intake channels on body cells « a id in the inhibition of neural activity in the' 
brain" "substai^ally like nimodrpJrte and felodipine". -"substantially like gabatrfl and 
tigabine. together with and anf^epllepfc drug to increase sensitivity of receptor neuron 
complexes', "provides immune system equifibrium". Inhibits body actions that teed to 
blood clotting", "acts as a chelating agent", acts "to relieves at least one symptom of 
psychosis" . an antiviral compound, an antifungal compound, oran antibiotic, and 
thereby failing Id dearly set forth Hie metes and bounds of the patent protection desired. 
Criteria defining diseases which am - a disorder of the central nervous system", or 
drugs "that block ca«dum intake channels on body cells "afd In the inhibition of neural 
activity in the b.-ain". •provides immune system equHibrium'. -inhibits body actions that 
lead to blood clotting", -ads as a chelating agent", acts -to relieves * least one 
symptom of psjchosfe- , an antiviral compound, an antifungal compound, or an 

EXHIBIT B 
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Application/Contfot Number 09/503,656 Page 6 

Art Unfc 1617 

antibiotic are not set forth fn the specification, thereby failing to provide Information 
defining the instant inventions metes and bounds. Appficanf s terms fail to dearly define 
the subject matte r encompassed by the instant claims, thus are property rejected under 
35 USC 1 12. second paragraph- 
connected, to make or use the jnventfon commensurate fn scope with these claims. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. § 102 that 
form the basis for the rejections ureter this section made in this Office action: 
A person shall be entitled to a patent unless ~ 

(b) the indention was patented or described in a printed publication in this or a 
foreign country or in public use or on sale in this country, more than ope year . 
prior to th» date of application for patent in the United States. 
Claims B6, 87. 69,90. 91, 92, 93, 94, 95. 97, 98, 99, 101, 102, 103. 104 are 

rejected under 35 U.S,C, § 102(b) as being anticipated by Baumzweiger (3), 

The foffovring fe a quotation of 35 LLS.C- § 103' which forms the basis for all 

obviousness reactions set forth in this Office action: 

A patent may not be obtained though the invention is not identically disclosed or 
describee! as set forth in sedion 102 of this title, if the differences between the 
subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skin In the art to which said subject matter pertains. 
Paterrtabi lity shall not be negated by the manner fn whfch the invention was 
made. 

PY14IQIT R 
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Art Unrt; 1617 

Subject f latter developed by another person, which qualifies as prior art only 
under subsection (f) or (g) of section 102 of this title, shaft not preclude 
patentability under this section where the subject matter and the claimed 
invention were, at the time the invention was made, owned by the same person 
or subject to an obligation Cff assignment to the same person- 
Claims 65. 87, 89,90, 91 f 92, 93. 94, 95. 97, £p, 99 f 101. 102, 103, 104 are 

rejected under <I5 U.S.C. § 103 as being unpatentable over Baumzweiger (4) and 

Bairrozweiger (U). '■' j 

Baumzweiger (4) teaches the Gulf War Syndrome (GWS) as a 'Brainstem- 
Limbic" disorde - possessing those sympfcwnologies herein envisioned. Baurnzweiger 
(3) teach the claimed compounds as old and well fcrfown in combination wfth various 
pharmaceutical carriers and exciprents in dosage forms. Taught by Baumzweiger (3), at 
pages 5-8, as useful concomitantly for treatment of "Guff War Syndrome' are various 
calcium channel blockers, gabstrl, as useful for treating - a disorder of the central 

nervous system and thus useM as an anti-epileptic compound, or a useful *aid in the 

:|. 

tnhibition of neural activity j n the brain", celebrex, asljan agent Ihst -provides immune 

"j 

system equilibrium'. EDTA, as a compound that Iniijibits body actions that lead to 
blood clotting", or -acts as a chelating agent". wrm.Wonapin, acting to relieves at least 

i 

one symptom or psychosis' AZJ, as an antiviral compound. Ozfthromax, as an 
antibiotic, vitamin C. to deal with oxidative stress, and provides direction to the skilled 
artisan in the diagnosis of this malady and outlines fljese compounds use for providing . 
treatment Adrltoonally, Baumzweiger teaches owfcjrtive stress as integral to GWS. 

.1 

i! PVWIQITP 
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renders obvious the use of oxidative compounds totoerapy of such conditions (see 
pages 3-5). These medicament are taught as useftil for treating guff war syndrome, 
viewed by the stalled arti6an as indistinguishable from those conditions herein datmed. 
Claims 86, 67, 39,90. 91, 92. 93. 34, 95. 97 f 98. 99, 101, 102. 103, 104. and the primary 
reference, diner as to: 

1 ) the concomitant employment of these met rcaments. 

It is generally considered pnrjaa_fjde obviousj to combine two, or more, 

:i 

compounds ea;ft of which is taught by the prior prtijo be useful for the same purpose, in 
order to form a composition which is to be used for fhe very same purpose. The idea 
for combining them flows logically from their having jbeen used individually in the prior 
art As shown by the recited teachings, the instantclafrns define nothing more than the 
concomitant use of conventional therapeutic agentst- taught by the dted prior art as 
useful for the same purpose. It would follow that th]l recited claims define prima facfe 
obvious sub/eel matter. Cf. In re Karh™^ 626 FjA 646. 205 U5PQ 1069 (CCPA 
1960). i 

RESPONSE TO ARGUMENTS 

Examiner sees those maladies herein claimed and those recited previously as 
indistinguishable. AdditiorraiJy. Examiner notes BaLzweiger (3) end Baumzweiger (4) 
publication dales are listed in the body of the textj and on the presented 1449. both 



being published in 1998. Examiner notes the: 



February 14. ;tO00. Absent information to the Jntrary. these publications would be 



EXHIBIT 8 
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published more! than a year prior to the Instant fifing date, hence anticipatory, and 
obviating. .I 

Atterrtiori fs directed to General Electric Company v. Wabash Appliance 
Corporation ei of 37 USPQ 466 (US 1938). at 469^peaWng to functional language at 
the point of novelty as herein employed: the vice of a functional claim exists not only 
when a claims is "wholly functional, if that is ever'troe'; but when the inventor is 



painstaking when he recites what has already been! Uen. and then uses convenientiy 
functional language at the exact point of novefty\ junctional language at the point of 



novelty, as hercMn employed by Applicants, is furth^j admonished in University of 
California v. Ell Uify an<f Co. 43 USPQ2d 1398 (CAfiC 1997) at 1406: stating this usage 
does -little moP> than outline] goals appellants hop? the reefed invention achieves and 



.- Applicants functional language 



the problems the invention will hopefully ameliorate? 
at the point of novelty fails to meef the requfrementsf set forth under 35 USC 1 12. first 
paragraph. CI aims employing functional language jk the point of novelty, such as 
Applicants', neither provide those elements require|to practice the inventions, nor 
■inform the public during the life of the patent of mejlimits of the monopoly asserted' 
General Etectriz Company v. Wnbash Appii gnce C^rporalhn ef supra, at 468. Claims 
thus constructed provide no guidance as to medicaments employed. fe ve |s for providing 
therapeutic benefit, or provide notice for th 0se pratf kg in the art, limits of protection. 
Simply stated. Jie presented claims are an iwftaWtf ( 'to experiment, not reciting a 
specific medicament regimen useful for practicing fille instant invention. 



• "r 
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Those nscitations of function iail irifoin»the s*flfed artisan as to the instant claims 
metes and bounds, thereby failing to meet AppficJits'bl/rden under 35 USC 12, second 
paragraph. 



i 



THIS ACTION IS MADE FINAL Appttcartfc i$;rernirrded of the extension of time 

'• (if i 

policy as set forth in 37 C.RR. § 1 .136(a). ' Worktfco of eutamsticaHy extending the 
shortened statjtory period an additional montf uptin'the filjng of a timely first response 
to a final rejection has been discontinued by the Office. See 1021 TMOG 35 
A SHORTENED STATUTORY PERIOD FOR* RF&dNSE TO THIS FINAL ACTION IS 
SET TO EXPIRE THREE MONTHS FROM.THE-DATE OF THIS ACTION, IN THE 
EVENT A RRirr RESPONSE IS FILED WrTHfN $VO MONTHS OF THE MAILING 



5- a 



DATE OF THIS FINAL ACTION AND THE ADVlSC RtY ACTION IS NOT MAILED 



UNTIL AFTER THE END OF THE TmEE-MpNWf.SHORTENED STATUTORY 



PERIOD, THEN THE SHORTENED STATUTOR^ 



>ERIOD WILL EXPIRE ON THE 



DATE THE ADVISORY ACTION IS MAILED^ AN$ W EXTENSION FEE PURSUANT 



€ 



TO 37 C.F.R. ■} 1 .138(a) WILL BE CALCULA^feftOM THE MAILING DATE OF THE 
ADVISORY ACTION. IN NO EVENT WILLTHE^ATUTORY PERIOP FOR 



RESPONSE EXPIRE LATER THAN SIX MONTHS 
ACTION. • •: . .| 



»1= 



I*' Si 



FROM THE DATE OF THIS FINAL 



Any inquiry concerning this communication offeSnW communications from the 



examiner should be directed to Russefl 



Hi 



;• j 



.4j. lH ! 



:ki. M ! ! 1-rUIDIT 
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lilt 



is 703-308-U393. The examiner can twmkfoybU reached On Monday to Thursday 

' i ■ ' 

from 7:00 Cc>A.D0. $ 1 ] 

''■V %\r 

If aftemiits to reach the examiner by telephone-are unsuccessful, the examiner's 
supervisor, Sn-enwasan Padmanabhan. can Be reached on 571-272-0629. The fax 
phonB number tor the organization where mrSjappffcation or proceeding Is assigned is 

•',\',- i '! 

571-272-0631, \\\\ >. 

fi' l|| :• - 

Inforrnaion regarding the status of an appfrpMion may be obtained from the 

' \\'l'. m 

Patent Application Information Retrieval (PAIR) syjjBm. Status information for 
published applications may be obtained trom|te5thyf Private PAIR or Public PAIR. 



Status Information for unpublished applicaffbris is! %r /aWbte through Private PAIR only. 
For more information about the PAIR sys^Ue^\^J/p^r-6ir6dLuefitojgov. Should 

you have questions on access to the Private P"A[Fpystern, contact the Electronic 

r, • „ \: 
Business Cenler (EBC) at 866-217-9197 (tol|{free.j; 

, ( ( _ \ i gravers J.D., Ph.D. 
fttimarajEjramfner 



'■' if! 

1: J fr": 



T 

I 
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